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Office Action Summary 


Application No. 

10/021,478 


Applicant(s) 


Examiner 

John Kim 


COLLINS ETAL. 


Art Unit 

1723 


- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

Responsive to communication(s) filed on 30 October 2001 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 
Disposition of Claims 

4) S Claim(s) 1-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) S Claim(s) 24-28.30-32.36 and 37 is/are allowed. 

6) S Claim(s) 1-3. 14-23.29.33 and 34 is/are rejected. 

7) M Claim(s) 4-13 and 35 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 30 October 2001 is/are: a)D accepted or b)H objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAII b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 


2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) [3 Information Disclosure Statement(s) (PTO-1 449) Paper No(s) 2 . 6) □ Other: 


U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 
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1 . The drawings are objected to because Figures 2-6 requires numbers in the label to be 
uniformly thick and well-defined and clean. A proposed drawing correction or corrected 
drawings are required in reply to the Office action to avoid abandonment of the application. The 
objection to the drawings will not be held in abeyance. 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 18 and 20 are rejected under 35 U.S.C. 112, first paragraph, as based on a 
disclosure which is not enabling. Semi-permeable filtering elements associated with each stage 
are critical or essential to the practice of the invention, but not included in the claim(s) is not 
enabled by the disclosure. See In re Mayhew, 527 F.2d 1229, 188 USPQ 356 (CCPA 1976). 
Without the semi-permeable filtering elements associated with each stage in a dual stage 
cartridge, the claimed device cannot perform hemodiafiltration. 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

5. Claims 21-22 and 29 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Recitations of "the first semi-permeable filtering elements" 
and "the second semi-permeable filtering elements" in claim 21 and "the plurality of the filtering 
elements" in claim 22 lack positive antecedent basis. Claim 29 is indefinite for failing to 
particularly point out that the first potting compound permits fluid communication between the 
second inner header space and the second semi-permeable filtering elements. 
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6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 

7. Claims 1-3, 14-19, 23 and 33-34 are rejected under 35 U.S.C. 102(e) as being anticipated 
by U.S. Patent No. 6,3 15,895 (hereinafter referred to as Summerton et al.) 

The applied reference has a common assignee with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Summerton et al teach method and apparatus for dual-stage hemodiafiltration comprising 
a cartridge comprising a housing (35) including a blood inlet (55), a blood outlet (16), a dialysate 
inlet (17) and a dialysate outlet (23) and including a plurality of semi-permeable hollow fiber 
membranes (54), a member (36) for dividing the housing (35) into a first hemodiafiltration stage 
(152) and a second hemodiafiltration stage (153) and blood inlet (55) being in fluid 
communication only with the first stage (152) and blood outlet (16) is in fluid communication 
only with the second stage (153) and an interstage section including head cap (39) and a potting 
compound (68) for providing fluid communication between the first and second stages (152, 
153) and including an inlet (15) for receiving substitution fluid wherein blood flows in opposite 
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directions in the first and second stages (152, 153) and the dialysate fluid flows in a counter 
current direction relative to the blood flow in both stages (152, 153) and dialysate compartment 
is defined by the housing (35) and surrounding the membranes of the first and second stages 
(152, 153) and in fluid communication with dialysate inlet (17) and dialysate outlet (23) (see 
figures 1 A-2C; col. 1, line 59 - col. 2, line 46; col. 3, line 28 - col. 5, line 52; col. 6, line 51 - 
col. 7, line 3). Methods of claims 33-34 associated with the apparatus are also described (see 
col. 1, line 59 - col. 2, line 16; col. 3, line 49 - col. 5, line 25). 

8. Claims 4-13 and 35 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

9. Claims 21-22 and 29 would be allowable if rewritten to overcome the rejection(s) under 
35 U.S.C. 1 12, second paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 

10. Claims 24-28, 30-32 and 36-37 are allowed. 

1 1 . The following is a statement of reasons for the indication of allowable subject matter: 
None of the prior art of record teaches or suggests the dual-stage filtration cartridge of claim 24 
comprising a housing having a first sterilization stage including first semi-permeable filtering 
elements and a second sterilization stage including second semi-permeable filtering elements, the 
housing having a first end and a second end with the first end including a fluid inlet port and a 
fluid outlet port and a member that divides the housing into the first sterilization stage and the 
second sterilization stage, first ends of the semi-permeable filtering elements being proximate to 
the first end of the housing, second ends of the semi-permeable filtering elements being 
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proximate to the second end of the housing, the fluid inlet port being in fluid communication 
only with the first sterilization stage, while the fluid outlet port is in fluid communication only 
with the second sterilization stage, wherein the first and second semi-permeable filtering 
elements are sealed at the second end of the housing so as to cause the fluid entering the fluid 
inlet port to flow within lumen sections of the first semi-permeable filtering elements and then be 
filtered by being conducted across the first semi-permeable filtering elements and then 
subsequently being filtered again by being conducted across the second semi-permeable filtering 
elements and into the lumen sections of the second semi-permeable filtering elements prior to 
being discharged through the fluid outlet port and the method of claim 36 for filtering fluid 
comprising the steps of receiving a fluid at an inlet port of a dual stage filtration cartridge, 
passing the fluid through a lumen section of a first filtering element, conducting the fluid across 
the first filtering elements into an inner cavity of the housing, conducting the fluid across a 
second filtering element and into a lumen section thereof and passing the fluid through the lumen 
section of the second filtering element to an outlet port through which the fluid is discharged, 
wherein the inlet and outlet ports are at the same end of the dual stage cartridge and the first and 
second filtering elements each includes an open end and a closed end, the closed ends being at 
the same end of the dual stage cartridge. Claims 25-28 and 30-32 depend on the allowable claim 
24. Claim 37 depends on the allowable claim 36. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John Kim whose telephone number is (703) 308-2350. The 
examiner can normally be reached on weekdays from 7:00 AM - 3:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Wanda Walker, can be reached on (703) 308-0457. The fax phone number for 
official response after final action is (703) 872-931 1, and the fax phone number for all other 
official faxes is (703) 872-9310. 

When sending a draft amendment by fax, please mark the paper as "DRAFT"; otherwise, 
mark the paper "OFFICIAL". This will expedite the processing of the paper. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0651. 


is John Kim 
Primary Examiner 
Art Unit 1723 



J. Kim 

June 27, 2003 


